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DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: paragraph 
[00142] line 2 incorrectly refers to the first retaining device as "312" instead of "310". 

Appropriate correction is required. 

Claim Objections 

2. Claim 15 is objected to because of the following informalities: minor 
inconsistency. Claim 15 recites "said actuator sleeve" in line 2 and line 3 of the claim. In 
the independent claim, this structure is referred to as the "actuation sleeve". Since a 
separate "sleeve" is claimed for the proximal actuator in several claims such as claim 2, 

, the term "actuator sleeve" should be called "actuation sleeve" in claim 15 (as it is in 
claim 1) in order to clarify which structural component is being referred to. Appropriate 
correction is required. 

3. Regarding claim 1 5, it appears that the actuation sleeve from independent claim 
1 is intended to be a claimed element. However, the actuation sleeve is not positively 
recited in claim 1 and therefore the proximal actuator must only be capable of attaching 
to such a device and actuating such a device by relative longitudinal movement. A 
similar situation appears in claims 17, 26, 27, 33, 34, 47, and 48. 

4. If the actuation sleeve is not intended to be a claimed element, as indicated in 
claim 1 , a change in the wording of claim 15 is suggested in order to clear up any 
confusion regarding claimed elements of the device. 
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Claim Rejections ■ 35 USC § 102 

5. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

6. Claims 1-10, 15-27, 32-34, and 39-48 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Forrer (U.S. 4,576,529). Forrer discloses an actuator that is 
removably attachable to an elongated actuation sleeve. The actuator comprises a first 
retaining device (1) removably attachable to a first section of an actuation sleeve and a 
second retaining device (1') that is removably attachable to a second section of an 
actuation sleeve. The second retaining device is moveable relative to the first retaining 
device such that a medical device is actuated (Fig. 1a-3, and col. 2 lines 21-29). The 
actuation sleeve, and in later claims, an expandable frame, is not positively recited. The 
device must only be capable of attaching to such an actuation sleeve and actuate it by 
relative lateral movement. The actuator disclosed by Forrer has two retaining members 
that move laterally relative to each other. 

7. Regarding claim 16, Forrer discloses an actuator that is removably attachable to 
first and second movable members that move longitudinally with respect to each other. 
The actuator comprises a first retaining device (1 ) removably attachable to the first 
movable member and a second retaining device (1') that is removably attachable to the 



Application/Control Number: 1 0/757,680 Page 4 

Art Unit: 3731 

second movable member. The second retaining device is moveable relative to the first 
retaining device. 

8. Regarding claim 18, Forrer discloses a deployment handle removably attachable 
to an expandable device, the expandable device being an expandable frame, the 
deployment handle comprising a first retaining device and a second retaining device 
which are movable relative to each other such that the expandable frame is opened and 
closed. The clamping device disclosed by Forrer is capable of attaching to an 
expandable frame device and has all of the positively recited structural limitations of the 
claim. 

9. Regarding claim 32, Forrer discloses a deployment handle removably attachable 
to an expandable device, the deployment handle comprising, a grip portion (20) 
including a sleeve (6), a first retaining device (1) affixed to the sleeve and removable 
attachable to an actuation sleeve, a sliding member (14) with a first end positionable 
through the aperture of the sleeve, a second retaining device .(1*) affixed to the second 
end of the sliding member and removably attachable to an actuation sleeve, and a 
control actuator (col. 2 lines 57-60) movably engaging the first end of the sliding 
member within the aperture such that the control actuator moves the second retaining 
member from a first position to a second position relative to the first retaining device 
(col. 1 lines 34-41). 

10. Regarding claim 39, Forrer discloses the invention substantially as stated above, 
the handle being attachable to an expandable device. The device may include a wire 
member and an actuation sleeve slidably disposed about the wire member. When the 



Application/Control Number: 10/757,680 Page 5 

Art Unit: 3731 

second retaining device is moved relative to the first restraining device, the actuation 
sleeve would slide over the wire member and the expandable frame would open and 
close. 

1 1 . Regarding claims 2, 19, and 40, Forrer discloses a grip portion (20) having a 
sleeve (6) defining an aperture, wherein the first retaining device is affixed to the sleeve 
(Fig. 3). 

12. Regarding claims 3, 20, and 41, Forrer discloses a sliding member (14) that has 
a first end that is positionable through the aperture of the sleeve. 

1 3. Regarding claims 4, 21, and 42, the second retaining device is affixed to the 
second end of the sliding member (col. 1 lines 37-41). 

14. Regarding claims 5, 6, 22, 23, 43, and 44, the first end of the sliding member 
(14) is threaded and the proximal actuator further comprises a control actuator (col. 2 
lines 51-59 and col. 1 lines 37-41) moveably engaging the threaded first end of the 
sliding member within the aperture, such that the control actuator moves the second 
retaining member from a first to a second position relative to the first retaining member. 

1 5. Regarding claims 7, 24, and 45, the first retaining device is in a fixed position 
(col. 1 lines 37-41). Forrer discloses that one or both of the jaw members are movable 
backward and forward as either one or both of the jaw members are threaded to engage 
with the rotatable spindle. 

16. Regarding claims 8, 9, 25, and 46, the second retaining device is longitudinally 
movable from a first position to a second position relative to the first retaining member. 

17. Regarding claim 10, the actuator is mounted over a guide wire (9). 
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18. Regarding claims 15 and 17, an actuation sleeve and a wire can be retained in 
the retaining members. The structure of the wire and the actuation sleeve is not 
positively claimed in claim 1, rather the device must be capable of receiving such a 
device and actuating it by relative lateral movement. 

19. Regarding claims 26, 27, 33, 34, 47, and 48, the device disclosed by Forrer 
meets all of the structural limitations positively recited in claims from which claims 26, 
27,33, 34, 47, and 48 depend. Furthermore, Forrer is capable of opening and closing an 
expandable frame by virtue of the relative lateral movement of the first and second 
retaining devices. A medical device used to control an expandable frame wherein 
relative lateral movement of two members causes the configuration of the frame to 
change can be positioned in the retaining members of the Forrer device and actuated. 

Claim Rejections - 35 USC § 103 

20. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set <- 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

21. Claims 11-14, 28-31, 35-38, and 49-52 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Forrer in view of Graver et al. (U.S. 6,193,125). Forrer 
discloses retaining devices comprising two legs formed by slot (3) that are fixed 
together with a clamping screw (4). The retaining devices each have an alignment 
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indicator comprising the channel defined by aperture (2) (see Fig. 1a). Forrer fails to 
disclose that the first and second retaining devices are spring loaded clips. 
22. However, Grover et al. discloses that it is old and well known in the art to include 
spring loaded clips (col. 4 lines 37-44 and col. 1 lines 61 -col. 2 line 3) that hold a tool 
and could hold an actuation sleeve (12) in place after it is connected to a device holder. 
The spring loaded clips allow for rapid entry of tools into the support and securing of the 
tool. Grover et al. further discloses that the spring loaded clips provide a means for 
automatically locking the tool into the holder with the same motion used to insert it and 
automatically unlocking the tool with the same motion used to remove it (col. 4 lines 36- 
40). The two legs disclosed by Forrer could be changed to spring loaded clip 
assemblies so that the clamping screw would not be needed in order to lock the device 
into the clamp assembly after it has been placed in channel (2). Therefore, it would 
have been obvious to one of ordinary skill in the art to modify the device disclosed by 
Forrer to substitute a spring loaded clip, made obvious by Grover et al., for the clamping 
screw assembly in order to gain the advantage of being able to lock the tool into the 
holder with the same motion used to insert it. 

Claims 11-14, 28-31, 35-38, and 49-52 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Freeman in view of Weber et al. (U.S. 6,743,185). Freeman 
discloses the invention substantially as stated above, but fails to disclose that the first 
and second retaining devices are spring loaded clips. Freeman further fails to disclose 
that the first spring loaded clip comprises a first alignment indicator and the second 
spring loaded clip comprises a second alignment indicator. 
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However, Weber et al. discloses that it is old and well known in the art to include 
resilient clips that hold an actuation sleeve (12) in place after it is connected to a handle 
assembly. Spring loaded clips are a form of resilient clips and the two are being 
considered equivalent means to hold the actuation sleeve within the retaining devices. 
The resilient clips (32a, 32b) disclosed by Weber would reduce the number of parts 
needed for the second retaining member from a thumbscrew cap, thumbscrew, and 
cable clamp, to a single resilient clip. This mechanism could also be used in the first 
retaining member as an equivalent means of attaching the actuation sleeve. Weber et 
al. further discloses alignment indicators (channels 30a, 30b) which helps position the 
sleeve. Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the device disclosed by Freeman to substitute a resilient clip, such as a spring loaded 
clip, made obvious by Weber et al. for the thumbscrew assembly and the threaded 
attachment used by Freeman in order to reduce the number of parts and therefore the 
expense of the instrument. Including the alignment indicators, channels 30a and 30b, 
would also ensure that the actuation sleeve is properly aligned within the retaining 
devices. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The prior art shows medical devices, including devices with 
expandable frames, being actuated by different actuator and handle assemblies 
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wherein relative lateral movement actuates the device. The clamping device disclosed 
by Ferror and explained above is capable of actuating medical devices. 

U.S. 4,084,594 Mosier 

U.S. 4,245,638 Lebeck et al. 

U.S. 6,074,408 Freeman 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kathleen Sonnett whose telephone number is 571-272- 
5576. The examiner can normally be reached on 7:30-5:00, M-F, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anh Tuan Nguyen can be reached on 571-272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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